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DETAILED ACTION 



1 . Claims 23-25, and 28-59 are pending in the present application. In the prior action, 
mailed on December 30, 2004, claims 24, 25, 29, and 32-48 were rejected; claim 23 was 
objected to; and claims 28, 30, 31, and 49-56 were withdrawn from consideration. In the 
Response of May 5, 2005, the Applicant added new claims 57-59. New claims 58 and 59 are 
drawn to non-elected inventions, and are therefore withdrawn from examination. 

2. Currently, claims 23-25, 29, and 32-48, and new claim 57 are under consideration. 

3. Because this action raised new grounds of rejection not previously made (i.e. the 
inclusion of claim 23 in the obviousness rejection) the action is made Non-Final. 



Sequence Listing 

4. (Prior Objection-Withdrawn) The specification was objected to for referring to protein 
or nucleic acid sequences without also identifying them by the sequence identifier assigned to 
them in the sequence listing as required by 37 CFR 1.821(d). See e g., page 22, line 21; and page 
25, lines 12 and 20. Applicant traverses the objection on the basis that the specification was 
amended to include such identifiers in the Preliminary Amendment of October 16, 2003. The 
corrections are acknowledged and the objection is withdrawn. 



Claim Rejections - 35 USC §112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

6. (Prior Rejection-Withdrawn) Claims 24, 28, 29, 32-48 were rejected under 35 
U.S.C. 1 12, second paragraph, as being indefinite for failing to particularly point out and 
distinctly claim the subject matter which applicant regards as the invention. As indicated in the 
prior action, the claim is being read as reading on any peptide of up to 45 residues that comprise 
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some sequence that may be found within SEQ ID NO: 15. The “consisting of’ language is read 
as excluding peptides of greater than 45 residues in length. Because this language clearly, albeit 
broadly, defines the invention, the rejection is withdrawn. 

7. (Prior Rejection- Maintained) Claim 29 was rejected under 35 U.S.C. 1 12, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. The Applicant traverses this rejection on the 
basis that similar claims were allowed by the present Examiner in prior application 09/5662666 
(now patent 6,855,318). This argument is not found persuasive because the Examiner did not in 
fact allow the indicated claim language. In particular, it is noted that an Examiner’s amendment, 
mailed on July 28, 2004, and approved by the current representative of Applicant, was made in 
which the phrase “anti-HCV-related” was deleted and replaced with “anti-HCV.” The 
Applicant’s arguments are therefore not found persuasive, and the rejection is maintained. 

8. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

9. (Prior Rejection- Maintained) Claim 29 is rejected under 35 U.S.C. 1 12, first 
paragraph, because the specification, while being enabling for kits comprising peptides of SEQ 
ID NO: 15 for the detection of anti-HCV antibodies, does not reasonably provide enablement for 
kits comprising this peptide for the detection of any “HCV-related virus.” In traversal of the 
rejection, the Applicant points to Patent 6,855,318, issued by the current Examiner. The claims 
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of this patent describe, as asserted by the Applicant, anti-HCV related antibodies. However, a 
reading of the prosecution history for the application from which the patent was issued would 
indicate that the claims published in the patent were not up to date with all the amendments in 
the application. In particular, an Examiner’s amendment, mailed on July 28, 2004, and approved 
by the current representative of Applicant, was made in which the phrase “anti-HCV-related” 
was deleted and replaced with “anti-HCV.” The Applicant’s arguments are therefore not found 
persuasive, and the rejection is maintained. 



Claim Rejections - 35 USC §102 

10. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 2 1 (2) of such treaty in the English language. 

11. (Prior Rejection- Maintained in part) Claims 24, 25, 29, 32-34, 36, 38, 40, 41, 43, 44, 
45, 46, and 47 were rejected under 35 U.S.C. 102(b) as being anticipated by Maertens et al. (WO 
96/04385- of record in the October 2003 IDS). The rejection is withdrawn from claim 25, and 
extended to new claim 57. 

The Applicant traverses the rejection on the basis that none of the peptides of Maertens 
include the full-length peptide of SEQ ID NO: 15. However, claim 24 does not, as asserted by 
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the Applicant, require the full-length peptide of SEQ ID NO: 15. Rather, the claim reads on a 
peptide of up to 45 amino acids “wherein an amino acid sequence selected from SEQ ID NOs: 1- 
16 and 37 is present in said peptide. As indicated in the prior action (page 5, carryover from 
paragraph 7), this language is read so as to include any amino acid sequence that may be found 
in the indicated sequences (currently, SEQ ID NO: 15), including both the entirety of that 
sequence and portions thereof. 

With respect to claim 57, it is noted that the claim requires only the presence of the 
peptide, the other elements being optional. Thus, the reference anticipates this claim. However, it 
is further noted that the reference additionally teaches kits for the detection of HCV antibodies in 
a sample comprising the peptides disclosed therein, a solid substrate, and a detectable moiety 
(i.e. a marker according to claim 57). The reference would therefore also either anticipate or 
render obvious the claim even were the additional elements to be mandatory rather than optional. 

However, because the reference does not teach a peptide comprising between 21 and 33 
residues of SEQ ID NO: 15, the rejection is with drawn from claim 25. 

Because the Maertens reference teaches peptides including portions of SEQ ID NO: 15, 
and such peptides are less than 45 residues in length, the rejection is maintained against pending 
claims 24, 29, 32-34, 36, 38, 40, 41, 43-47, and is extended to new claim 57, for the reasons 
above, and the reasons of record. 

12. (Prior Rejection- Maintained) Claims 24, 25, 29, 32-34, 36, 38, 40, 41, 43, 44, 45, 46, 
and 47 are rejected under 35 U.S.C. 102(b) as being anticipated by Dreesman et al. (WO 
93/06488- of record in the October 2003 IDS). As noted by the Applicant, the cited reference 
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teaches a peptide sharing only 1 1 residues with SEQ ID NO: 15. As such is insufficient to 
maintain the rejection against claim 25, the rejection of this claim is withdrawn. However, the 
rejection is maintained with respect to claims 24, 25, 29, 32-34, 36, 38, 40, 41, 43, 44, 45, 46, 
and 47. Further, the rejection is extended to new claim 57. The Applicant’s arguments in 
traversal of the rejection are noted. These arguments are substantially the same as asserted with 
respect to the Maertens reference above. For the reasons above, these arguments are not found 
persuasive. The rejection is therefore maintained for these reasons, and for the reasons of record. 

With respect to claim 57, it is noted that the reference also teaches the use of the peptides 
in methods for the detection of anti-HCV antibodies. Pages 11-13 The reference would therefore 
also either anticipate or render obvious the claim even were the additional elements to be 
mandatory rather than optional. 

The rejection is therefore maintained against claims 24, 29, 32-34, 36, 38, 40, 41, 43, 44, 
45, 46, and 47, and extended to claim 57, for the reasons above, and the reasons of record. 

13. (Prior Rejection- Maintained) Claims 24, 25, 29, 32-34, 36, 38, 40, 41, 43, 44, 45, 46, 
and 47 are rejected under 35 U.S.C. 102(e) as being anticipated by Wang et al. (U.S. Patent 
5,747,239- of record in the October 2003 IDS). The claims have been described above. Because 
claim 25 is limited to peptides of 21 to 33 contiguous amino acids from SEQ ID NO: 15, the 
rejection is withdrawn from this claim. However, for the reasons indicated above with respect to 
the Maertens and Dreesman references, the rejection is maintained over claims 24, 25, 29, 32-34, 
36, 38, 40, 41, 43, 44, 45, 46, and 47, and extended to claim 57. 
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14. (Prior Rejection- Maintained) Claims 24, 29, and 32-48 are rejected under 35 U.S.C. 
102(e) as being anticipated by the ‘503 Patent (U.S. Patent 6,245,503, issued to Maertens et al.). 
The claims have been described above. As indicated in the prior action, this reference teaches the 
same peptides as disclosed in the Maertens reference above. The Applicant traverses the 
rejection on substantially the same grounds as argues with respect to that reference. The 
arguments are not found persuasive for the same reasons as were indicated with respect to that 
rejection. Therefore, for the reasons above and the reasons of record, the rejection is maintained 
against claims 24, 29, and 32-48, and is extended to new claim 57. 



Claim Rejections - 35 USC §103 

1 5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

16. (Prior Rejection- Reformed and Maintained) Claims 24, 25, 29, 32-34, 36, 38, 40, 41, 
and 43-47 were rejected under 35 U.S.C. 103(a) as being unpatentable over Maertens et al. (WO 
96/04385), and further in view of either of Choo et al. (PNAS 88: 2451-55) or Zonara et al. (J 
Hepatol 21 : 858-65). The Applicant makes a blanket assertion that the secondary references fail 
to cure the deficiencies of the primary reference as asserted with respect to the rejection under 35 
U.S.C. 102. The argument is not found persuasive with respect to claims 24, 29, 32-34, 36, 38, 
40, 41, 43, 44, 45, 46, and 47. Further, the Applicant’s arguments in traversal make no attempt to 
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address the teachings of the reference rendering the peptides of claims 25 obvious. The rejection 
is therefore maintained for the reasons of record. 

Additionally, because the references render obvious HCV peptides comprising fragments 
of El protein corresponding to those disclosed by the Maertens reference, the combination also 
renders obvious the peptide of claim 23. 

The rejection is extended to new claim 57 for substantially the same reasons as indicated 
with respect to the anticipation rejections above. 

17. (Prior Rejection- Maintained) Claims 35, 37, 39, 42, 45, and 48 were rejected under 35 
U.S.C. 103(a) as being unpatentable over any of Dreesman, Wang, or Maertens in view of Choo 
as applied above, and further in view of De Leys et al. (WO 93/18054). As with the obvious 
rejection above, the Applicant’s only argument in traversal is a blanket assertion that the 
secondary references fail to cure the deficiencies of the primary references. As this argument is 
not found persuasive for the reasons indicated above, the rejection is maintained. 

, Conclusion 

18. No claims are allowed. 

19. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zachariah Lucas whose telephone number is 571-272-0905. The 
examiner can normally be reached on Monday-Friday, 8 am to 4:30 pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner’s 
supervisor, James Housel can be reached on 571-272-0902. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



J 

Z/Lucas 

^Patent Examiner 
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